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DETAILED ACTION 

1 . This is the first office action on the merits with claims 1-9 pending and under 
consideration. 

Specification 

2. The use of trademarks, for example OCTREOTIDE LAR, SANDOSTATIN LAR 
DEPOT and SOMAVERT, has been noted in this application, for example in the specification at 
pages 1-2, in the drawings and in the abstract. When used, all trademarks should be capitalized 
wherever a/the trademarks appear and be accompanied by the generic terminology. 

Although the use of trademarks is permissible in patent applications, the proprietary 
nature of the marks should be respected and every effort made to prevent their use in any manner 
which might adversely affect their vaUdity as trademarks. 

3. The title of the invention is not descriptive. A new title is required that is clearly 
indicative of the invention to which the claims are directed. 

The following title is suggested: Treatment conversion in acromegalic patients. 

Drawings 

4. The drawings are objected to because Figure 5 comprise multiple panels that are not 
labeled, especially where Figure 5 is illustrated on multiple pages of drawings without panel 
labels. Corrected drawing sheets in compUance with 37 CFR 1.121(d) are required in reply to 
the Office action to avoid abandonment of the appUcation. Any amended replacement drawing 
sheet should include all of the figures appearing on the immediate prior version of the sheet, 
even if only one figure is being amended. The figure or figure number of an amended drawing 
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should not be labeled as "amended." If a drawing figure is to be canceled, the appropriate figure 
must be removed fi-om the replacement sheet, and where necessary, the remaining figures must 
be renumbered and appropriate changes made to the brief description of the several views of the 
drawings for consistency. Additional replacement sheets may be necessary to show the 
renumbering of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or '*New Sheet" 
pursuant to 37 CFR 1.121(d). If the examiner does not accept the changes, the applicant will be 
notified and informed of any required corrective action in the next Office action. The objection 
to the drawings will not be held in abeyance. 



Claim Objections 

5. Claims 1 and 4 are objected to because of the following informaUties: a) claim 1 does 
not conform to a traditional transition phrase wherein it clearly denotes the preamble fi-om the 
body of the claim. Claim 1 use the term "through" in line 3, however, this does not clearly 
delineate the claim preamble fi-om the body, b) claim 4 is objected to because the phrase "if 
patients with serum IGF-1 level higher than upper limit of normal" should read as "if patients 
have serum IGF-1 levels higher than tiie upper limit of normal", and the phrase "-5 mg/day if 
patients with serum IGF-1 level lower than lower limit of normal" should read as "-5 mg/day if 
patients have serum IGF-1 levels lower than tiie lower limit of normal." The examiner only 
suggests the phraseology above, and it should be noted that Applicants can amend the wording in 
other ways to make the language appropriate. Appropriate correction is required. 
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Claims 1-2 and 6-9 are objected to for the following informality: the claims contain the 
acronym "LAR*\ and an acronym in the first instance of claims should be expanded upon/spelled 
out with the acronym indicated in parentheses. The abbreviations can be used thereafter. 

Claim 1 is objected to because: a) at lines 5 and 6 the claims uses the legal phraseology of 
"said" wherein the phrase should be omitted, b) At line 9, the term "rang" is misspelled, and — 
is — should be inserted between "pegvisomant" and "established". 

Claim Rejections - 35 USC § 112 

6. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

7. Claim I recites the limitation "the acromegalic patients" in line 2 of the claim. There is 
insufficient antecedent basis for this limitation in the claim. 

8. Claim 2 contains the trademark/trade names OCTREOTIDE LAR and SANDOSTATIN 
LAR DEPOT. Where a trademark or trade name is used in a claim as a hmitation to identify or 
describe a particular material or product, the claim does not comply with the requirements of 35 
U.S.C. 1 12, second paragraph. See Ex parte Simpson, 218 USPQ 1020 (Bd. App. 1982). The 
claim scope is uncertain since the trademark or trade name cannot be used properly to identify 
any particular material or product. A trademark or trade name is used to identify a source of 
goods, and not the goods themselves. Thus, a trademark or trade name does not identify or 
describe the goods associated with the trademark or trade name. In the present case, the 
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trademark/trade name is used to identify/describe octreotide LAR formulations and, accordingly, 
the identification/description is indefinite. 

Claim Rejections - 35 USC § 103 



9. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

1 0. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obhgation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the appUcability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 1-9 are rejected under 35 U.S.C. 103(a) as being unpatentable over Racine et al. 
(Pituitary, 2002, Vol. 5, pages 67-76). Racine et al. teach the use of long acting somatostatin 
(SST) analogs in the primary medical treatment of acromegaly patients. The compounds taught 
for the treatment are OCTREOTIDE LAR, SANDOSTATIN LAR and pegvisomant. These 
compounds are taught for the treatment of acromegalic patients and are effective for IGF-1 
levels. OCTREOTIDE LAR and pegvisomant are members of the same class of compounds 
known for the treatment of acromegalic patients. It would be obvious to one of ordinary skill in 
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the art (PhD or MD) to use the compounds for the treatment of the acromegalic patient class, 
because the compounds are known in the prior art to have the same beneficial effects on the 
patient class. Additionally, the instant specification teaches that the OCTREOTIDE LAR 
treatment is administered once per month. Therefore, it would have been obvious to administer 
another compoimd of the same class as the octreotide LAR compounds to accomplish the same 
results, for example, to administer the pegvisomant for next months administration. Racine et al. 
teach the effective ranges for pegvisomant (see page 72, right colxmm). If not expressly taught 
by Racine et al, based upon the overall beneficial teaching provided by this reference with 
respect to uses of the class of compounds in the manner disclosed therein, the adjustments of 
particular conventional working conditions (e.g., determining one or more suitable dose ranges 
in which to treat the acromegalic patient), is deemed merely a matter of judicious selection and 
routine optimization which is well within the purview of the skilled artisan. 

From the teachings of the reference, it is apparent that one of ordinary skill in the art 
would have had a reasonable expectation of success in achieving the claimed invention. 
Therefore, the invention as a whole was prima facie obvious to one of ordinary skill in the art at 
the time the invention was made, as evidenced by the reference, especially in the absence of 
evidence to the contrary. 

Conclusion 

11. No claims are allowed. 

12. Any inquiry concerning this communication or earlier conmiunications fi"om the 
examiner should be directed to B. Dell Chism, whose telephone number is (571) 272-0962. The 
examiner can normally be reached on M-F 08:30 AM - 5:00 PM. If attempts to reach the 
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examiner by telephone are xmsuccessful, the examiner's supervisor, Cecilia Tsang can be reached 
on (571)272-0562. 

The fax phone number for the organization where this application or proceeding is 
assigned is (571) 273-8300. Information regarding the status of an application may be obtained 
from the Patent AppUcation Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Pubhc PAIR. Status 
information for unpublished applications is available through Private PAIR only. For more 
information about the PAIR system, see http://pair-direct.uspto.gov. Should you have questions 
on access to the Private PAIR system, contact the Electronic Business Center (EBC) at 866-217- 
9197 (toll-free). 




B. Dell Chism 
Primary Patent Examiner 
Technology Center 1600 



